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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of invention of species 2 shown in F 1 1 in the reply 
filed on 12/12/2008 is acknowledged. The restriction is proper and is made final. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

I. Claims 1-8, 17-18, 29-30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bleam et al-6,143,016. 

As to claims 1-8, 17-18, 29-30, Bleam-'016 (F 1-12; C 5, L 24-58) discloses balloon 
catheter 14/94 comprising catheter shaft 15/94, balloon 22, 1 st rotatable sheath 34 of an 
expandable elastomer (C 5, L 38-43), balloon catheter 14/94 as 1 st guidewire housing having 
lumen 24 for receiving 1 st guidewire 26 (F 1 and F 1 1-12A, for example) and stents 12, 12a, 12b 
and 12c (F 13) disposed over 1 st rotatable sheath 34 substantially as recited in the claims. 

Please notice that: 

1. Bleam-'016 (F 1 1-1 2A) shows element 36 of a PEEKorABS or PVC plastic, or a 
flexible metal, 1 st rotatable sheath 34 of an expandable elastomer (C 5, L 38-43) substantially 
shorter than catheter shaft 94. 

2. Cylindrical surface contacting catheter shaft 1 5/94 is an outer surface of 1 st 
rotatable sheath 34 in comparison to an inner surface one can create by transversally cutting 1 st 
rotatable sheath 34, for example. Or one can consider the proximal annular surface 
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perpendicular to the longitudinal axis of 1 st rotatable sheath 34 as inner surface and other 
surfaces of 1 st rotatable sheath 34 as outer surfaces. 

3. 1 st stent 1 2 (F 7-9, for example) is disposed about at least a portion of the 1 st 
rotatable sheath 34 and at least a portion of the 1 st guidewire housing 14 or 94 / balloon 22 
because 1 st stent 1 2 overlays over both 1 st rotatable sheath 34 and 1 st guidewire housing 14/ 94 
/ balloon 22. 

4. 1 st rotatable sheath 34 is rotatable about a portion of the catheter shaft 1 5/94 
because 1 st rotatable sheath 34 is bendalbe about a portion of the catheter shaft 15/94. 

II. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Vardi et al- 
6,692,483. 

As to claim 1, Vardi-'483 (F 1-9) balloon catheter 12 comprising catheter shaft 12, 1 st 
expandable rotatable sheath / balloon 11, 1 st guidewire housing 14 having a lumen for receiving 
1 st guidewire 31 (F 5, for example) and 1 st stents 25 (F 7A) disposed over 1 st rotatable sheath 1 1 
and 1 st guidewire housing 14, and 2 nd stent 40 substantially as recited in the claim. Notice that 
balloon 1 1 can be reasonably considered as a sheath covering a distal portion of catheter shaft 
12. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 9-10, 20, 25-28, 31-33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bleam et al-6, 143,01 6. 

1. As to claims 9-10, Bleam-'016 discloses substantially the claimed invention, 
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except for diameter of the stent in a collapsed stent state at the proximal end region is either 
smaller than a diameter at a body portion, or tapered. It would have been obvious to one of 
ordinary skill in the art to provide the stent with either reduced diameter or tapered diameter at 
the proximal end of the stent in the collapsed state as recited in the claims as this configuration 
would prevent the proximal end of the stent to injure a blood vessel wall during deployment of 
the stent, especially during proximally motion of the stent delivery catheter. Further, it would 
have been an obvious matter of design choice to have the proximal end region of the stent in 
the collapsed state as recited in the claims, since such a modification would have involved a 
mere change in the size of a component. A change in size is generally recognized as being 
within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 

Alternatively, claims 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bleam et al-6, 143,01 6 in view of Girton et al.-6,997,946 B2. As to claims 9-10, Bleam-'016 
discloses substantially the claimed invention, except for diameter of the stent in a collapsed 
stent state at the proximal end region is either smaller than a diameter at a body portion, or 
tapered. However, Girton-'946 (F 3, 5C, 8-9; C 4, L 48-55) discloses tapered proximal end 
portions 1 8 of stent 1 0 for enhance securement of the stent to a balloon during the stent 
deployment. It would have been obvious to one of ordinary skill in the art to provide the stent 
with either reduced diameter or tapered diameter at the proximal end of the stent in the 
collapsed state as recited in the claims as this configuration would enhance securement of the 
stent to a balloon during the stent deployment. 

2. As to claims 20, 25, Bleam-'016 discloses substantially the claimed invention, 
except for different therapeutic agents for a local treatment of a blood vessel. However, the 
therapeutic materials are well known for treatment a blood vessel. It would have been obvious 



Application/Control Number: 10/780,937 Page 5 

Art Unit: 3773 

to one of ordinary skill in the art to provide a therapeutic agent as recited in the claims as these 
agents are well known for treatment a blood vessel. 

Alternatively, claims 20, 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bleam et al-6,143,016 in view of Buigre et al.-6,391,052 B2. As to claims 20, 25, Bleam- 
'016 discloses substantially the claimed invention, except for a therapeutic agent, such as a 
collagen, or a heparin for a local treatment of a blood vessel. However, the therapeutic coating 
of collagen or heparin on a stent for a treatment a blood vessel is well known. For example, 
Buigre-'052 (C 1, L 15-20; C2, L 46-61), discloses coating a stent with a collagen and heparin 
for a treatment of a blood vessel. In view of Buigre-'052, it would have been obvious to one of 
ordinary skill in the art to provide a Bleam-'01 6 stent with collagen and heparin for treatment a 
blood vessel. 

3. As to claims 26-28, Bleam-'016 discloses substantially the claimed invention, 
except for a lubricious coating, a hydrophilic coating or a tecophilic coating. However, these 
coating are well known to use for a catheter device to lubricate the catheter and facilitate the 
deployment of a catheter in a blood vessel. It would have been obvious to one of ordinary skill 
in the art to provide a lubricious coating, a hydrophilic coating or a tecophilic coating as recited 
in the claims as these coatings are well known for use with a catheter to facilitate a deployment 
of the catheter in a blood vessel. 

Alternaitvely, claims 26-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bleam et al-6,143,016 in view of Trogolo et al.-6,296,863 B2. As to claims 26-28, Bleam- 
'016 discloses substantially the claimed invention, except for a material as recited in the claims. 
However, these materials are well known lubricious and hydrophilic material suitable for use 
inside a human body. For example, Trogolo-'863 (C 3, L 1 1-22) discloses that tecophilic is a 
hydrophilic material suitable for coating an implant used inside a human body. It would have 
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been obvious to one of ordinary skill in the art to provide a lubricious, hydrophilic coating, such 
as a tecophilic coating as taught by Trogolo-'863, to a device as recited in the claims as this 
materials is suitable for use in a human body. 

4. Claims 31-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bleam et al-6,143,016 in view of Suzuki et al.-US20050027248A1 (JP-2003-202958). 

As to claims 31-33, Bleam-'01 6 discloses substantially the claimed invention, except for 
a polymeric matrix, such as a elastomeric polyamide matrix and reinforcing polyamide. 
However, Suzuki-'248 (section [0035]) discloses an expandable balloon layer comprising a 
polyamide elastomer-based matrix and a polyamide as recited in the claims for making the 
balloon expandable and durable to an inflation pressure. In view of Suzuki-'248, it would have 
been obvious to one of ordinary skill in the art to modify the 1 st rotatable sheath 34 to comprise 
a polyamide elastomer-based matrix and a polyamide as recited in the claims for making the 
sheath expandable and durable to an inflation pressure. 



Response to Arguments 

Applicant's arguments filed 2/20/2010 have been fully considered but they are not 
persuasive. 

The applicant (Remarks, page 15/17) argued that "As such, the sheath 28 of Bleam et 
al. does not appear to have a length substantially less than that of the catheter shaft 15. Thus, 
nothing in Bleam et al. appear to disclose "the first rotatable sheath having a length substantially 
less than that of the catheter shaft", as recited in claim 1 . 

However, as indicated in the above 102(b) rejection of claim 1, Bleam et al. (F 1 1-12) 
clearly shows 1 st rotatable sheath 34 substantially shorter than catheter shaft 94 as recited in 
claim 1. 
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The amendment of claim 1 further defines the present invention. However, claim 1 is 
still broad enough to read on the Bleam et al. device as indicated in the above 102(b) rejection 
of claim 1. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Vy Q. Bui whose telephone number is 571-272-4692. The examiner can 
normally be reached on Monday-Tuesday and Thursday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Vy Q. Bui/ 

Primary Examiner, Art Unit 3773 



